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Period for Rep^^ DAlE gfthis communi ^on appears on the cover sheet with the corresponde nce address - 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. " 1 ' 

■ .nnoevent.however, m a y arep. yb e« m e.y fi ,ed 

- Faiiure to rep.y within the set or extended period for reply will, ^statute, cauK commun.cat.on. 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed may reduce aVy 
earned patent term adjustment. See 37 CFR 1 704(b). y y y 

Status 

1 )□ Responsive to communication(s) filed on . 



2a)D This action is FINAL. 2b)I3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 453 O G 213 
Disp sition of Claims 

4) ^ Claim(s) 1-15 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) G3 Claim(s) U\5 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) Q The drawing(s) filed on is/are: a)Q accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

11) D The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)DAII b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 

* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application), 
a) □ The translation of the foreign language provisional application has been received. 

15) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1) S Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-152) 

3) ^ Information Disclosure Statement(s) (PTO-1449) Paper No(s) 5 . 6) □ Other: 
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DETAILED ACTION 
Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

2. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

3. Claims 1 - 15 are rejected under 35 U.S.C. 103(a) as being unpatentable over Miranda et 
al (USPN 5474783). The claims are drawn to composition and transdermal delivery device 
containing said composition. The composition comprises an opioid analgesic and another agent. 
The other agent is recited to be non-pemeant, and either an emetic, nauseant, or bitter tasting 
substance. The composition further comprises a vehicle, which will include both agents and a 
penetration enhancer. Claims 10-13 and 15 are drawn to a transdermal device containing the 
opioid composition. The device can either be a monolithic device or a reservoir system. The 
device is recited to contain buprenorphine, atropine and a penetration enhancer. 

Miranda et al discloses a transdermal device containing a composition comprising as 
possible active agents, buprenorphine and atropine. The device of the reference can either be 
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monolithic cr comprise a reservoir system, but will in both instances comprise a backing layer 
that is respectively impermeable. The formulation further comprises penetration enhancers, and 
other excipients common in the art (Abstract; col. 4, lin. 3 - 5, 29 - 44; col. 1 1, lin. 1 - 8; col. 11, 
lin. 37-41; col. 12, lin. 55 - 60; col. 14, lin. 17-20; examples; claims). 

Though the reference teaches the general composition of atropine and buprenorphine and 
a penetration enhancer it does not teach the intended use of applicant. Applicant claims that the 
atropine (or an analogous substance) is used as a distressing agent that causes distress to the user. 
These recitations are an intended use for the composition and are not given patentable weight in 
determinations of patentable distinction. Applicant claims a composition of matter, comprising 
an opioid, a separate non-permeant agent, and a penetration enhancer. The examiner has 
presented by way of prior art a composition and device that is obvious over the claimed 
invention. Also, Miranda does not explicitly claim the use of atropine and buprenorphine in 
combination, the reference only suggests their presence as possible active agents, as well as 
suggesting the presence of multiple drugs at once. One of ordinary skill in the art would have 
been motivated to follow the suggestions of Miranda to combine the possible agents (atropine 
and buprenorphine) in order to fight a wider range of ailments. A skilled artisan also would have 
been motivated to follow the suggestion in the art to include a penetration enhancer in order to 
better transmit the active agents across and into the skin. It would have been obvious to one of 
ordinary skill in the art, at the time of the invention to follow the suggestions of Miranda with an 
expected result of a composition comprising atropine, buprenorphine, a penetration enhancer and 
a device to transmit it into the skin. 
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Conclusion 



4. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. Quan et al (USPN 5601839) teaches a transdermal formulation and device 



teaches a transdermal formulation and device comprising a narcotic and atropine. Fallen et al 
(USPN 5352456) teaches a monolithic transdermal device and formulation comprising atropine, 
buprenorphine and a permeation enhancer. Zaffaroni (USPN 3797494) and Gale et al (USPN 
5635203) both teach transdermal formulations comprising narcotic substances and atropine. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Micah-Paul Young whose telephone number is 703-308-7005. 
The examiner can normally be reached on M-F 7:30am-4: 30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K Page can be reached on 703-308-2927. The fax phone numbers for the 
organization where this application or proceeding is assigned are 703-746-7648 for regular 
communications and 703-746-7648 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-1234. 



comprising a penetration enhancer, an opioid and atropine. Andriola et al (USPN 4666441) 
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